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(R -5 .dtd) > 5o §SRERS  BREME R B
dtd #% 2 mod #hi& T4 2 %R -
¥ ¢k Ttw-envelope.mod | ~ " tw-leaf.mod ; 2 T tw-regional.dtd |

= BAh % & & tw-regional.xml 2 4 -

(m)RFE® JjiF> BHRFIRE
Ry ibBREmp 2 P » It Y g2 FReFg
e PARET S gtk Y rE Wi AR 2
THEF P oy T F U Py PRERER W
2 bR A FHFRE T EEARE R U Y 2RE
$731(eCTD + # st 31) -
= f eCTD 51 MD5 4% (index-md5.txt)2 checksum #cig £
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(- )#& 1— tw-envelope 2 7 ¥ 34l
1. tw-envelope
% eCTD # @ Hri @i & Tk > § Ay ¥4 twenvelope R 2 TH -

*%#1 "Drug permitlicense ; 2 * » H&4F =355 g >

Element Attribute Description/Instructions Example Occurrence
tw-envelope Root element that provides meta-data for the submission. NA Unique
Identifier A =3~ UUID - 4p F chUUID#-* 3teCTDi 2 ¢ Fenerg & 7| NA Unique
submission Provides administrative information associated with the submission. N/A Unique
B A Unique
type (Domestic)-
Tierl Tier2 Tier3 Tierd Tier5 FTE LB e
- New Dru s
ORA FTEE LR O e O#r = & (New ( e -
. . Application)
(Domestic) (New D (Prescription) " | N
. ew Drugs N Chemical Entity, NCE L
(Ellr?pgrt) | | 02 e ™ (Over O g (Newy ) (Prescription)- #7
Application R % & (New
O 4 The Counter, OTC) | Indication) Chemical( Entity
(Export OF 4% & O A7 (New NCE) '
Only)

(Controlled Drugs) | Combination)
O+ 5P§ 4 O #73%13] (New

23




(Nuclear Medicine)
0O Hi (Others)

Dosage Form)
O#7ie * 12/ (New

Administration)

O#7i * #E (New
Dosage

O#7H =7 & (New
Strength)
O # s (Others)

:
(Biological Drugs
Application)

=

4 F # =.(Biological

Drugs)

02 4 4p i |2 %2 5

(Biosimilar Drugs)

OF 4 ¥ 8lA

O (Regenerative
Medicine)

O R e %5

(Genetic Engineering)
0% w % & (Vaccine)

O s FFES
(Plasma Derivative)
BEGLEPE -S|
(Cell Therapy)

O Flis R fW# (Gene

Therapy)

O e sk 1 Az 9 A
(Tissue
Engineering)

D& 5T & 5
(Allergen)

O H  (Others)

037 & 4 (New
Chemical Entity,
NCE)

O #7% > (New
Indication)

O#mF > (New
Combination)

O #7#1%] (New
Dosage Form)

OfTie * 2T
(New
Administration)

Oi7 * &l
(New Dosage)

OxrH =2 §
(New Strength)

O (Others)

Br¥EL&kEe
(Generic Drugs
Application)

O ™

(Prescription)

02 B> (Over The
Counter, OTC)

OF #1%8 %

Controlled Drugs)

24

O 4R (Safety
Monitoring)

0O L& 4% (Non-
Safety Monitoring)
O H s (Others)

O &A%

(Comply with
OTC Criteria)
0% # & A%




5 (Active O(F #1% & (Not Comply with
Pharmaceutical (Controlled Drugs) e
O## (Others) OTC Criteria)

Ingredient) O H # (Others)

Element Attribute Description/Instructions Example Occurrence
B EPE it AR P 4 ()Y R QR Q)BY  (A)ma - New Unique
objective

The high-level handling of the information submitted as part of variation(s) and extension applications. The

following are the valid values:

(1) New: A new submission with the pre-assigned application number.

(2) Change: A subsequent submission in order to make any variation in comparison to previous submission.

(3) Extension: An activity to apply for extension of drug permit license.

(4) Expiration: An activity to apply for cancellation of drug permit license.
submission- | 1% i 46 4% WP A R R ER o (D) A EE - QFFEYR @) @) L ~(B)L 2 - (6) | response Unique
unit (GRS

type

Submission unit type describes the content at a lower level (a “sub-activity”) which is submitted in relation

to a defined regulatory activity. The following are the valid values:

(1) initial: Initial submission to start any regulatory activity

25




(2) validation-response: For rectifying business validation issues.

(3) response: submission unit type that contains the response to any kind of question, out-standing issues
information requested by the agency

(4) additional-info: Other additional Information (could include, for example, missing files) and should only
be used, if validation-response or response is not suitable

(5) corrigendum: Correction to the published annexes in the national procedure (usually shortly after
approval)

(6) reformat: Intended to support the reformatting of an existing submission application from any format to
eCTD, i.e. a baseline eCTD submission containing no content change and which will not be subject to

review (see example below). This type will always be used together with the submission type ‘none’.

Element Attribute Description/Instructions Example Occurrence
ok #2eCTDY e @ & o Pharma Company Unique
P name
. The name of the company submitting the eCTD. Ld.
applicant
Corporate 2P 1 7 B EICE B . MG000000000 Unique
Certificati 00005
on Authority Applicants should use Corporate Certification Authority IC Card for submission.
NERFE
phone number Repeatable
Phone number of the company.
SRR IR o
Email address ’ Repeatable

Email address of the company.

26




HEARR o PR LG -8 TRRAEA | 0 LR E - [ [
25 oA A ¥ 24 Pan o BEs -0 TRTIRS PR E national Unique
Defines the procedure in use with the submission
procedure type
(1) national (default and the only option to be chosen)
Element Attribute Description/Instructions Example Occurrence
invented- B The name of the medicinal product. WonderPill Repeatable
name name
B RV O o Each drug permit license is defined by unique invented name, dose and ingredient. L s + %
) 001375%% Repeatable
Drug permit Drug permit license need to be provided by applicants only when submission objective is ‘change’ or
license ‘extension’.
P8 B .
‘% | R 2020031101 Unique
pre-  assigned
application The number as the evidence of permission to submit. (e.g. YYYYMMDD##)
number
FEAEHE | H AT N F AR B g K § AR 202003110150 | Repeatable
code The code to link drug permit license. (e.g. YYYYMMDD##DOSE) mg
R PR EA NS SLERL A + A Pioglitazone Repeatable
inn International Non-proprietary Name, used to identify pharmaceutical substances or active pharmaceutical hydrochloride

ingredients. Each INN is a unique name that is globally recognized and is public property. A non-proprietary

27



https://info.fda.gov.tw/mlms/H0001D.aspx?Type=Lic&LicId=01001375
https://info.fda.gov.tw/mlms/H0001D.aspx?Type=Lic&LicId=01001375

name is also known as a generic name.

B 7 This is the sequence number of the submission — this should start at 0000 for the initial submission, and then | 0000 Unique
increase incrementally with each subsequent submission related to the same product, e.g. 0000, 0001, 0002,
sequence 0003, etc.
Element Attribute Description/Instructions Example Occurrence
i B B 7| B FE MR B o 0001 Repeatable
related- This is the sequence number of previous submission(s) to which this submission relates,
sequence e.g. the responses to questions to a particular variation. In the case of submission unit types ‘initial’ and
‘reformat’, related sequence is identical to the sequence number.
B 545 ik HrEep AR Response  to Unique
submission- This element is used to provide a free text description of the submission. D120L0OQ
description

28




2. FEEH
B 14 MEse L2 B mLFR G > B St
%’Q@i—r%,\o_}j‘_é_ﬁg&\f‘}, ;i;_.g\;z;]% %‘i@ikﬁ-fi.‘ N
Directory / File Structure for TW Module 1 -
2 A \v}g‘tg 1_f—r,}’;gF,«}J. —e?‘w‘gb
& 8L Description W %
1 m1 Administrative ml [FEFR 2 ™ T
Information and
Prescribing Information
1.1 m1.1 Official Letter and mll =< % 4pht 4 ¥ .
Document
1.1.1 m1.1.1 Application Form/ | ml1.1.1 # & %% % v A
Official Letter FEIRLEY Ee
L
1.1.2 m1.1.2 Type of Application | m1.1.2 % 2 % £ .
Form (TBD)
1.1.3 m1.1.3 Regulatory ml.13 &= AAFH A .
Information Form (TBD)
1.1.4 m1.1.4 Refuse to File ml.1.4 RTF % # 4 A
Checkilist
1.15 m1.1.5 Data Exclusivity ml.l5 F# & FEH 2 R A
and Domestic/Foreign poh TR RS T A
Clinical Study Information
Form
1.1.6 m1.1.6 Patent Information | m1.1.6 2 % 3 A
1.1.7 m1.1.7 Declaration form of | m1.1.7 % & & 4}k i % A
the status of pharmaceutical | * #
patents
1.1.8 m1.1.8 Receipt ml.1.8 #% f<dx A
1.2 m1.2 Affidavit ml2 » %%
121 m1.2.1 Affidavit A ml.2.1 %% (9) A
1.2.2 m1.2.2 Affidavit B ml.2.2 > %% (z) A
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& 8L Description W %
1.2.3 m1.2.3 Affidavit C ml.23 %2 () A
1.3 m1.3 Labeling and Artwork | m1.3 &4 i ¥
13.1 m1.3.1 Labeling ml1l.3.1 &+ ¥ A

m1.3.1.1 Chinese Labeling | m1.3.1.1 ¢ % > & A
m1.3.1.2 English Labeling | m1.3.1.2 &= > & A
m1.3.1.3 Origin Labeling m1.3.13 mh~ > ¥ A
1.3.2 m1.3.2 Medical/patient m1.3.2 %;ﬁ;/;ﬁa AT A A
information, medication Biie
guides
133 m1.3.3 Labeling Change ml1.3.3 7 5 % { ¥®
Comparison
m1.3.3.1 Change m1.3.3.1 £ { Hk A
Comparison
m1.3.3.2 Labeling history | m1.3.3.2 ¥ { fr{ & & A
134 m1.3.4 Artwork (Mock-up) | m1.3.4 4 - * £ ~ 4%
N CA RS IR
)
m1.3.4.1 Container labels | 1% 4t A
m1.3.4.2 Outer package ‘& A
m1.3.4.3 aluminium foil &85 A
package
m1.3.4.4 Auxiliary/Medical | # 2*/3 +4 3K & A
Devices
1.35 m1.3.5 Reference Labeling | m1.3.5 & ¥ iz 35 A
1.3.6 m1.3.6 Product Appearance | m1.3.6 # & “t g A
1.4 m1.4 Certificate/License ml.4 P& A
14.1 m1.4.1 Pharmaceutical ml4l #3537 HE .
Company Certificate
14.2 m1.4.2 Business ml42 >F 5= F % .
Registration or Certificate | Z:z2#M ~ 2
1.4.3 m1.4.3 Product License ml.4.3 & 557 % A
1.4.4 m1.4.4 Local ml.4.4 RA 1 B % et A
Manufacturing Certificate | /B3
145 m1.4.5 GDP Approval ml45 # & % 5k 2iE A
Letter R4 (GDP)2z #p ~ 2/

7
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& 8L Description W %

1.5 m1.5 Letter of ml5 £33 A
Authorization

1.6 m1.6 Reference Country ml.6 %% B 7% HEM A
Approval

1.6.1 m1.6.1 Certificate of ml.6.1 # &z A
Pharmaceutical Product

1.6.2 m1.6.2 Free Sale ml.6.2 & * ZP [ = 2 A
Certificate / Official E
Fomulary

1.7 m1.7 Formulation Basis m1.7 r™ &35 A

1.8 m1.8 GMP Certificate / mi8 # & ¥ nELid A
Approval Letter 4 (GMP) 2z 2 ~ /4%

1.9 m1.9 Bridging Study M1.9 i F&RTR A
Evaluation

1.10 m1.10 Local Clinical Study | m1.10 R P fhk @RS | A
Status

1.11 m1.11 Local ml1l.11 ®p» BA/BE :#Z% A
Bioavailability / E1 A
Bioequivalence Study
Status

1.12 m1.12 Contract ml.12 £ z=%:3
Manufacturing

1.12.1 m1.12.1 Application Form | m1.12.1 %3~ ¥ A
for Contract Manufacture

1.12.2 m1.12.2 Copy of Contract | m1.12.2 £z @& 3 A
Manufacturing Agreement | # #

1.12.3 m1.12.3 Description of m1.12.3 Hp #/ 472 A E A
Contract Manufacturing L@ TR
Process

1.13 m1.13 Risk Management mll3 h*&F 33 A
Plan

1.14 m1.14 DMF Approval m1.14 DMF % & & A
Letter

1.15 m1.15 Designation m1.15 e 4% i A

Approval Letter
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& 2k Description W %3

1.16 m1.16 Assessmnet Report | m1.16 H & W %% &3 2 A
from Reference Angency
1.17 m1.17 Others ml1l.17 H i A

AR TRHTHAABED LY FE F T T T
i@'%‘\’vf— ’ 7‘\%‘ 3”‘%‘4% ?l PR i ER MR T i 3add %——% o

M : 27 ek 7

(2 )Hm 22— » 3 BiE R
Sl d v e PDF 4584k i o B 2(4 4 )h AL & LA
M h M2 F M PEY BREE e 2 v et m2 T
Gl o AP Sg s TR R ST REFEE R
FOMT T Hpee 22 4p MR (ICH eCTD Specification

V3.2.2, Appendix 4: File Organization for the eCTD) -

C B 2 e i iE R

Gl 18 Description P %3
2 m2 common technical m2 i * PFjre =g &
document summaries
2.2 m2.2 introduction m2.2 @3
2.3 m2.3 quality overal ¥ 3 ﬁ m2.3 & F P&
| summary
2.3.5 m2.3.s drug substance m2.3.s J il &
2.3.p m2.3.p drug product m2.3.p % 5 A
2.3.a m2.3.a appendices m2.3.a fitékx A
2.3r m2.3.r regional information | M2.3.r % & & 3
2.4 m2.4 nonclinical overview | m2.4 2L-9@h 3
2.5 m2.5 clinical overview m2.5 92k Xk
2.6 m2.6 nonclinical written m2.6 292k 7 & P& £
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& B Description e %
and tabulated summaries

2.6.1 m2.6.1 introduction m2.6.1 i 4

2.6.2 m2.6.2 pharmacology m2.6.2 %712 ¥ g
written summary

2.6.3 m2.6.3 pharmacology m2.6.3 %32 & 5|4 £ 8
tabulated summary

2.6.4 m2.6.4 pharmacokinetics m2.6.4 %# £ {7 g
written summary

2.6.5 m2.6.5 pharmacokinetics m2.6.5 & 8 5|4 L
tabulated summary

2.6.6 m2.6.6 toxicology written | m2.6.6 & 2 & % &
summary

2.6.7 m2.6.7 toxicology m2.6.7 & 328 7| £ 2 &
tabulated summary

2.7 m2.7 clinical summary m2.7 Tea P&

2.7.1 m2.7.1 summary of m2.7.1 2 3 E &R B
biopharmaceutic studies Hiph 247> 2k
and associated analytical
methods

2.7.2 m2.7.2 summary of clinical | m2.7.2 &/ £ 12 3% £
pharmacology studies =

2.7.3 m2.7.3 summary of clinical | m2.7.3 &% % *x % &
efficacy

2.7.4 m2.7.4 summary of clinical | m2.7.4 f&/k % > e
safety

2.7.5 m2.7.5 literature references | m2.7.5 % ~ j&

2.7.6 m2.7.6 synopses of m2.7.6 %7 &
individual studies

A EFRHTRBEA T U EF LD G O
WSk MERALF R F AR Y g
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2L e 3—5

& B Description Fp B

3 m3 quality m3 &5

3.2 m3.2 body of data m3.2 #cfp TN F

3.2s m3.2.s drug substance m3.2.s Jfl &

3.2s.1 m3.2.s.1 general m3.2.s.1 — L FH
information

3.25.1.1 | m3.2.s.1 1 nomenclature m3.2s.1.1 & &

3.28.1.2 | m3.2.s.1 2 structure m3.2.5.1.2 Fif

3.25.1.3 | m3.2.s.1 3 general m3.2.8.1.3 - AL F
properties

3.2.5.2 m3.2.s.2 manufacture m3.2.s.2 i

3.2.5.2.1 | m3.2.5.2.1 manufacturer(s) | m3.2.5.2.1 # ¢ A

3.2.5.2.2 | m3.2.5.2.2 description of m3.2.5.2.2 @iz HAzE
manufacturing process and | #12 s it
process controls

3.2.5.2.3 | m3.2.s.2.3 control of m3.2.5.2.3 4L ¢ 41
materials

34



& B Description Fp Bz

3.2.5.2.4 | m3.2.5.2.4 controls of m3.2.5.2.4 B4 2 ¥
critical steps and B RE g 4
intermediates

3.2.5.2.5 | m3.2.5.2.5 process m3.2.5.2.5 ®WigFrrcs [
validation and/or Bl
evaluation

3.2.5.2.6 | m3.2.5.2.6 manufacturing | m3.2.5.2.6 ®WALH &
process development

3.2.58.3 m3.2.s.3 characterisation m3.2.8.3 et BHFT

3.2.5.3.1 | m3.2.5.3.1 elucidation of m3.2s.3.1 HifEir 2 2
structure and other RIE=y::d
characteristics

3.2.5.3.2 | m3.2.5.3.2 impurities m3.2.8.3.2 % ¥4~

3.254 | m3.2.s.4 control of drug m3.2.s.4 RALE ¥ 41
substance

3.2.5.4.1 | m3.2.s.4.1 specification m3.2.5.4.1

3.2.5.4.2 | m3.2.5.4.2 analytical m3.2.5.4.2 & {77 %
procedures

3.2.5.4.3 | m3.2.s.4.3 validation of m3.2.5.4.3 & 477> 2 FErT
analytical procedures

3.2.5.4.4 | m3.2.5.4.4 batch analyses m3.2.5.4.4 =% & 17

3.2.5.4.5 | m3.2.5.4.5 justification of m3.2.5.4.5 .42 & 42
specification i I

3.2.8.5 m3.2.s.5 reference m3.2.5.5 ¥Hpe & 58
standards or materials R g

3.2.5.6 m3.2.5.6 container closure | m3.2.5.6 % B4k s
system

3.2.8.7 m3.2.s.7 stability m3.2.8.7 % T+

3.28.7.1 | m3.2.s.7.1 stability m3.2.8.7.1 % T +{EE %
summary and conclusions | %

3.2.5.7.2 | m3.2.5.7.2 post-approval m3.2.5.7.2 B8 % 2
stability protocol and W E D 2 K
stability commitment

3.2.5.7.3 | m3.2.s.7.3 stability data m3.2.5.7.3 % ¥ #icdy

3.2.p m3.2.p drug product m3.2.p % &

3.2.p.1 | m3.2.p.1 description and m3.2.p.1 #5152 e A

composition of the drug
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& B Description e %
product

3.2.p.2 | m3.2.p.2 pharmaceutical m3.2.p.2 Z & & 3
development

3.2.p.3 | m3.2.p.3 manufacture m3.2.p.3 %3 A

3.2.p.3.1 | m3.2.p.3.1 manufacturer(s) | m3.2.p.3.1 % fx A

3.2.p.3.2 | m3.2.p.3.2 batch formula m3.2.p.3.2 $+=x e A

3.2.p.3.3 | m3.2.p.3.3 description of m3.2.p.3.3 Wiz @Wiry A
manufacturing process and | #1]2- #s it
process controls

3.2.p.3.4 | m3.2.p.3.4 controls of m3.2.p.3.4 R4 2 v A
critical steps and R R
intermediates

3.2.p.3.5 | m3.2.p.3.5 process m3.2.p.3.5 ®WFLrcz [ | A
validation and/or Bt
evaluation

3.2.p.4 | m3.2.p.4 control of m3.2.p.4 B&AH E 41 A
excipients

3.2.p.4.1 | m3.2.p.4.1 specifications m3.2.p.4.1 H A

3.2.p.4.2 | m3.2.p.4.2 analytical m3.2.p.4.2 & 153 A
procedures

3.2.p.4.3 | m3.2.p.4.3 validation of m3.2.p.4.3 %~ 477 FEr% A
analytical procedures

3.2.p.4.4 | m3.2.p.4.4 justification of | m3.2.p.4.4 R &2 2
specifications i I

3.2.p.4.5 | m3.2.p.4.5 excipients of m3.2.p.45 * & &4 kiR A
human or animal origin epR A |

3.2.p.4.6 | m3.2.p.4.6 novel excipients | m3.2.p.4.6 7R&AH| A

3.2.p.5 | m3.2.p.5 control of drug m3.2.p.5 £ & ¢ #1 A
product

3.2.p.5.1 | m3.2.p.5.1 specification(s) | m3.2.p.5.1 R+ A

3.2.p.5.2 | m3.2.p.5.2 analytical m3.2.p.5.2 & 477 % A
procedures

3.2.p.5.3 | m3.2.p.5.3 validation of m3.2.p.5.3 & 473 F Farx A
analytical procedures

3.2.p.5.4 | m3.2.p.5.4 batch analyses | m3.2.p.5.4 #+=x & {7 A

3.2.p.5.,5 | m3.2.p.5.5 characterisation | m3.2.p.5.5 % 4 4F 2 A

of impurities

BT
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& B Description Fp Bz

3.2.p.5.6 | m3.2.p.5.6 justification of | M3.2.p.5.6 R+ &1L 2 A
specifications % Iy

3.2.p.6 m3.2.p.6 reference m3.2.p.6 ¥ Pe{E % T2 4 A
standards or materials .y

3.2.p.7 m3.2.p.7 container closure | M3.2.p.7 % B 5 kL A
system

3.2.p.8 m3.2.p.8 stability m3.2.p.8 % T} A

3.2.p.8.1 | m3.2.p.8.1 stability m3.2.p.8.1 ¥ T *7 & 2 A
summary and conclusion B

3.2.p.8.2 | m3.2.p.8.2 post-approval m3.2.p.8.2 %8s % T A
stability protocol and WA T 2 OKE
stability commitment

3.2.p.8.3 | m3.2.p.8.3 stability data m3.2.p.8.3 % T+ #icd; A

3.2.a m3.2.a appendices m3.2.a *iték A

3.2.a.l m3.2.a.1 facilities and m3.2.a.l k&% 2 K E A
equipment

3.2.a2 m3.2.a.2 adventitious m3.2.a.2 *tiRF]F 2% > A
agents safety evaluation Bt

3.2.a3 | m3.2.a.3 excipients m3.2.a.3 B&A; A

3.2r m3.2 r regional information | M3.2 1 % {2 TR A

3.3 m3.3 literature references m3.3 %% < /I;Je

A ETRHTRARBED X Y FEE L Tl T

B

() feE 4—24

A LE A R Rt

Tl r R 3F 4

/\

o

1

Fole 4(2 = - )RR A B R MA > J M TR SRR £ AL
e Fz e 4y Bt ma R A AP EEk s Ta ik
I PRSI REFEZ R T F BT 2
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& B Description Fp Bz

4 m4 nonclinical study m4 LRk RS AF 2
reports

4.2 m4.2 study reports m4.2 F% 3% &

421 m4.2.1 pharmacology m4.2.1 @8

4211 | m4.2.11 primary m4.2.1.1 i & Z»x ¥
pharmacodynamics

42.1.2 | m4.2.12 secondary m4.2.1.2 = & &> 8
pharmacodynamics

4213 | m4.2.1 3 safety m4213 % >&@ g
pharmacology

4214 | m4.2.14 pharmacodynamic | m4.2.1.4 Z»x3R A 2 % 5
drug interactions I e

422 m4.2.2 pharmacokinetics m4.2.2 %## &

4221 | m4.2.2.1analytical m4.2.2.1 ~» 473 ;2 2 H
methods and validation AL
reports

4222 m4.2.2 2 absorption m4.2.2 2 x4z

4223 m4.2.2.3 distribution m4.2.2.3 %~ i

4224 m4.2.2.4 metabolism m4.2.2.4 35

4225 m4.2.2.5 excretion m4.2.2.5 £

4.2.2.6 | m4.2.2.6 pharmacokinetic | m4.2.2.6 ZE# R4 2 F 5
drug interactions I e

4227 | m4.2.2.7 other m4.2.2.7 H s &Rz
pharmacokinetic studies

4.2.3 m4.2.3 toxicology m4.23 & 2%

4231 m4.2.3.1 single-dose m4.2.3.1 ¥ - #E F |+
toxicity

4.2.3.2 | m4.2.3.2 repeat-dose m4232 £ HHEF A
toxicity

4233 m4.2.3.3 genotoxicity m4.2.3.3 £ 73 4

4.2.3.3.1 | m4.2.3.3.1 in vitro m4.2.3.3.1 i+ 48¢h
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Description

wp

L

4.2.3.3.2 | m4.2.3.3.2 invivo m4.2.3.3.2 F8p

4234 m4.2.3.4 carcinogenicity m4.2.3.4 R

4.2.3.4.1 | m4.2.3.4.1 long-term m4.2.3.4.1 & ¥ E5%
studies

4.2.3.4.2 | m4.2.3.4.2 short or m4.2.3.4.2 ‘EHp & ¢ Hp
medium-term studies S

4.2.3.4.3 | m4.2.3.4.3 other studies m4.2.3.4.3 H & #E%

4235 | m4.2.35reproductiveand |m4.2.35 # &g T & 4
developmental toxicity

4.2.3.5.1 | m4.2.3.5.1 fertility and m4.2351 2 5 4 &5 8
early embryonic LRSS
development

4.2.3.5.2 | m4.2.3.5.2 embryofetal m4.2.3.5.2 P2 5-Fr 2wy
development

4.2.3.5.3 | m4.2.3.5.3 prenatal and m4.2.353 A= 2 & {32
postnatal development, BLET o o@ TR
including maternal function

4.2.3.5.4 | m4.2.3.5.4 studies in which | m4.2.354 + * (& > #
the offspring juvenile ) LESRIN TR
animals are dosed and/or =
further evaluated Y

4.2.3.6 m4.2.3.6 local tolerance m4.2.3.6 & 0@t f

4.2.3.7 m4.2.3.7 other toxicity m4.2.3.7 H s 3 (43E%
studies

4.2.3.7.1 | m4.2.3.7.1 antigenicity m4.2.3.7.1 Rk

4.2.3.7.2 | m4.2.3.7.2 immunotoxicity | m4.2.3.7.2 & & F |+

4.2.3.7.3 | m4.2.3.7.3 mechanistic m4.2.3.7.3 & T
studies

4.2.3.7.4 | m4.2.3.7.4 dependence m4.2.3.7.4 kg

4.2.3.7.5 | m4.2.3.7.5 metabolites m4.2.3.7.5 i #He

4.2.3.7.6 | m4.2.3.7.6 impurities m4.2.3.7.6 7 &4

4.2.3.7.7 | m4.2.3.7.7 other m4.23.7.7 #

4.3 m4.3 literature references m4.3 %% < /I;Je

A ETRETHRARERS o ¢ G E AT TR T

BT AFEARF AT R 2 N i
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2L e 5Tk RRREL

& B Description Fp Bz
5 mb5 clinical study reports m5 Rk ;RS AF 2
5.2 m5.2 tabular listing of all m5.2 #7F Tk A7 g ehdk
clinical studies Ry H
5.3 m5.3 clinical study reports | m5.3 T/ F % 3F 2
53.1 m5.3.1 reports of m5.3.1 2 F % &5 5% 4R
biopharmaceutic studies =
53.1.1 | m5.3.11 bioavailability m5.3.1.1 # §¥ * FE% | A
study reports ey
"Study Report 1" FriEEL L
"Study Report 2" FTiRE 2
"Study Report 3" 3y iEE 3
5.3.1.2 | m5.3.1 2 comparative ba m5.3.1.2 pHEHAHFT * 5 | A
and bioequivalence study PR i ¥ E ekt i
reports
"Study Report 1" FriELl
"Study Report 2" FyAREE 2
"Study Report 3" FyiEE 3
5.3.1.3 | m5.3.13invitro invivo |m5.3.13 % 548k &R A
correlation study reports 1P B R B AR 2
"Study Report 1" FriEL L
"Study Report 2" FTiRE 2
"Study Report 3" FraEd 3
53.1.4 | m5.3.1 4 reports of m5.3.14 A §E%R2Z 2§ A
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& B Description e %3ir
bioanalytical and analytical | %8 4 17 % A 47> 23R &
methods for human studies

532 m5.3.2 reports of studies m5.3.2 i€ * A 4 f g A
pertinent to 2 B EskE L
pharmacokinetics using
human biomaterials

5321 m5.3.2.1 plasma protein m5.3.2.1 = :ch v B LR A
binding study reports o 3R 4
"Study Report 1" FriEdl
"Study Report 2" FTiRE 2
"Study Report 3" FraRd 3

5.3.2.2 m5.3.2.2 reports of hepatic | m5.3.2.2 "F5g R B2 & 5. | A
metabolism and drug IR s
interaction studies
"Study Report 1" FriEdl
"Study Report 2" FyAEE 2
"Study Report 3" Fy AL 3

5.3.2.3 | m5.3.2.3 reports of studies | m5.3.2.3 H & A g4 F 4k | A
using other human 2 AR
biomaterials
"Study Report 1" FriELl
"Study Report 2" FyAEE 2
"Study Report 3" FraRd 3

5.3.3 m5.3.3 reports of human mM5.3.3 A §§#E b 5 2 A
pharmacokinetic (pk) F 2
studies

533.1 | mb5.33.1healthy subject pk | m5.3.3.1 G2 %4 % | A
and initial tolerability study | % A=4nf 2 12385 3R 2
reports
"Study Report 1" FriEEL L
"Study Report 2" FriRE 2
"Study Report 3" FraRd 3

5.3.3.2 m5.3.3.2 patient pk and m5.3.3.2 J * Zh E Aedn | A

initial tolerability study
reports

£ LR

"Study Report 1"

Frapdl

"Study Report 2"

Frapd 2
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& B Description e %3ir
"Study Report 3" Fy AL 3
5.3.3.3 | m5.3.3 3intrinsic factor pk | m5.3.33 R} F|HEF|F EH | A
study reports WHRAR 2
"Study Report 1" PriEEL L
"Study Report 2" FTaRE 2
"Study Report 3" FraRd 3
5.3.34 | m5.3.3.4 extrinsic factor pk | m5.3.3.4 ¢t F|}L F]F & # A
study reports PRAR 2
"Study Report 1" FriEEL L
"Study Report 2" FyAEL 2
"Study Report 3" 3y AL 3
5.3.3.5 | m5.3.3.5 population pk m5.3.35 HHWEHFE%K | A
study reports £y
"Study Report 1" Pyl
"Study Report 2" FrAREE 2
"Study Report 3" Fy AL 3
5.3.4 m5.3.4 reports of human m5.3.4 X R & rcH E 5% A
pharmacodynamic (pd) i
studies
53.4.1 | m53.4.1healthy subjectpd | m5.3.4.1 it <24 Frx | A
and pk/pd study reports o3 SRR AL R
=
"Study Report 1" PriEEL L
"Study Report 2" FTiRE 2
"Study Report 3" FraRd 3
5.34.2 m5.3.4.2 patient pd and m5.3.4.2 5 4 Err B E | A
pk/pd study reports B[ FE AR AR
"Study Report 1" FriELl
"Study Report 2" FyAREL 2
"Study Report 3" 3y iEE 3
5.3.5 m5.3.5 reports of efficacy | m5.3.5 e % > 2
and safety studies PRI
5.3.5.1 | m5.3.5.1study reportsof | m5.35.1 £ % fEiE BEdp | A

controlled clinical studies
pertinent to the claimed
indication

B %R TR AT L 2 RS
3F 2

"Study Report 1"

Frapdl
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& B Description e %3ir
"Study Report 2" FyAEE 2
"Study Report 3" FraRd 3
5.3.5.2 | m5.3.5.2 study reports of m5.3.5.2 & ¥R ERHEFT | A
uncontrolled clinical 1 2RI
studies
"Study Report 1" FriEEE L
"Study Report 2" FTiRE 2
"Study Report 3" FraRd 3
5.3.5.3 | m5.3.5.3 reports of m5.35.3 & % BEs%&#EC | A
analyses of data from more | 452 » 174F 2
than one study
"Study Report 1" Pyl
"Study Report 2" FyAREE 2
"Study Report 3" Fy AL 3
5.3.5.4 | m5.3.5.4 other study m5.3.5.4 H i xR 2 A
reports
"Study Report 1" FriELl
"Study Report 2" FyAEE 2
"Study Report 3" FraRd 3
5.3.6 m5.3.6 reports of m5.3.6 @ {&i * 5ok A
postmarketing experience | 3¢ %
5.3.7 m5.3.7 case report forms m5.3.7 5 bl4R 4 & 2 B A
and individual patient B A7
listings
5.4 mb5.4 literature references m5.4 % <k
%ﬁﬁw?%ﬁ@ﬁﬁi»@%ﬁ?%%n et LR
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Directory / File Structure for TW Module 1

1 Number
Title tw
Element ml-tw
Directory ml/tw
Comment Top level directory for the Taiwan Module 1 as per ICH eCTD Specification.
2 Number
Title
Element
File m2/tw/tw-regional.xml
Comment The TW Regional XML instance including the envelope information. Note
that the operation attribute for the tw.regional.xml should always be set to
‘new’.
3 Number 11
Title Official Letter and Document
Element m1-1-offdoc
Directory m1l/tw/11-offdoc
File m1/tw/11-offdoc/offdoc-VAR.EXT
Comment Official documents and related forms. (Mandatory)
4 Number 1.11
Title Application Form / Official Letter
Element m1-1-1-form
Directory m1/tw/11-offdoc/111-form
File m1l/tw/11-offdoc/111-form/form-VAR.EXT
Comment Drug inspection registration application / change registration application /
official letter
5 Number 1.1.2
Title Type of Application Form
Element m1l-1-2-applform
Directory ml/tw/11-offdoc/112-applform
File ml/tw/11-offdoc/112-applform/applform-VAR.EXT
Comment Type of Application Form. (Mandatory)
6 Number 1.1.3
Title Regulatory Information Form
Element m1l-1-3-reginf
Directory m1/tw/11-offdoc/113-reginf
File ml/tw/11-offdoc/113-reginf/reginf-VAR.EXT
Comment Regulatory Information Form. (Mandatory)
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7 Number 1.1.4
Title Refuse to File Checklist
Element m1-1-4-rtfcheck
Directory ml/tw/11-offdoc/114-rtfcheck
File m1/tw/11-offdoc/114-rtfcheck/rtfcheck-VAR.EXT
Comment RTF checklist.
8 Number 1.15
Title Data Exclusivity and Domestic/Foreign Clinical Study Information Form
Element m1-1-5-dataexc
Directory m1/tw/11-offdoc/115-dataexc
File m1/tw/11-offdoc/115-dataexc/dataexc-VAR.EXT
Comment Data Exclusivity and Domestic/Foreign Clinical Study Information Form.
9 Number 1.1.6
Title Patent Information
Element m1-1-6-patinf
Directory m1/tw/11-offdoc/116-patinf
File m1l/tw/11-offdoc/116-patinf/patinf-VAR.EXT
Comment Patent Information.
10 Number 1.1.7
Title Declaration Form of the Status of Pharmaceutical Patents
Element m1-1-7-decfor
Directory m1/tw/11-offdoc/117-decfor
File m1/tw/11-offdoc/117-decfor/decfor-VAR.EXT
Comment Declaration form of the status of pharmaceutical patents.
1 Number 118
Title Receipt
Element m1-1-8-receip
Directory m1/tw/11-offdoc/118-receip
File m1/tw/11-offdoc/118-receip/receip-VAR.EXT
Comment Receipt.
12 Number 1.2
Title Affidavit
Element m1-2-affi
Directory m2/tw/12-affi
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Comment

Affidavit. (files are not allowed)

13 Number 121
Title Affidavit A
Element m1-2-1-affia
Directory m1/tw/12-affi/121-affia
File ml/tw/12-affi/121-affia/affia-VAR.EXT
Comment Affidavit A.
14 Number 1.2.2
Title Affidavit B
Element m1-2-2-affib
Directory ml/tw/12-affi/122-affib
File m1/tw/12-affi/122-affib/affib-VAR.EXT
Comment Affidavit B.
15 Number 1.2.3
Title Affidavit C
Element m1-2-3-affic
Directory m1/tw/12-affi/123-affic
File m1/tw/12-affi/123-affic/affic-VAR.EXT
Comment mAffidavit C.
16 Number 1.3
Title Labeling and Artwork
Element m1-3-labart
Directory m1l/tw/13-labart
Comment Labeling and Artwork. (files are not allowed)
17 Number 1.3.1
Title Labeling
Element m1-3-1-lab
Directory m1/tw/13-labart/131-lab
File m1/tw/13-labart/131-lab/lab-VAR.EXT
Comment Labeling.
18 Number 1.3.1.1
Title Chinese Labeling
Element m1-3-1-1-chilab
Directory m1/tw/13-labart/131-lab/1311-chilab
File m1/tw/13-labart/131-lab/1311-chilab/chilab-VAR.EXT
Comment Chinese Labeling.
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19

Number 1312
Title English Labeling
Element m1-3-1-2-englab
Directory m1/tw/13-labart/131-lab/1312-englab
File m1/tw/13-labart/131-lab/1312-englab/englab-VAR.EXT
Comment English Labeling.
20 Number 1.3.13
Title Original Labeling
Element m1-3-1-3-orilab
Directory m1/tw/13-labart/131-lab/1313-orilab
File m1/tw/13-labart/131-lab/1313-orilab/orilab-VAR.EXT
Comment Original Labeling.
21 Number 1.3.2
Title Medical/ Patient Information, Medication Guides
Element m1-3-2-mpimg
Directory m1/tw/13-labart/132-mpimg
File m1/tw/13-labart/132-mpimg/mpimg-VAR.EXT
Comment Medical/ patient information, medication guides.
22 Number 1.3.3
Title Labeling Change Comparison
Element m1-3-3-labcc
Directory m1/tw/13-labart/133-labcc
Comment Labeling Change Comparison. (files are not allowed)
23 Number 1331
Title Change Comparison
Element m1-3-3-1-chco
Directory m1/tw/13-labart/133-labcc/1331-chco
File m1/tw/13-labart/133-labce/1331-chco/chco-VAR.EXT
Comment Change Comparison
24 Number 1.3.3.2
Title Labeling History
Element m1-3-3-2-labhis
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Directory

m1/tw/13-labart/133-labcc/1332-labhis

File m1/tw/13-labart/133-labcc/1332-labhis/labhis-VAR.EXT
Comment Labeling history
o5 Number 1.34
Title Artwork (Mock-up)
Element m1-3-4-art
Directory m1/tw/13-labart/134-art
Comment Artwork (Mock-up). (files are not allowed)
26 Number 1.34.1
Title Container Labels
Element m1-3-4-1-conlab
Directory m1l/tw/13-labart/134-art/1341-conlab
File m1/tw/13-labart/134-art/1341-conlab/conlab-VAR.EXT
Comment Container labels
27 Number 1.3.4.2
Title Outer Package
Element m1-3-4-2-outpac
Directory m1l/tw/13-labart/134-art/1342-outpac
File m1/tw/13-labart/134-art/1342-outpac/outpac-VAR.EXT
Comment Outer package
28 Number 1.3.4.3
Title Aluminium Foil Package
Element m1-3-4-3-afp
Directory m1l/tw/13-labart/134-art/1343-afp
File m1l/tw/13-labart/134-art/1343-afp/afp-VAR.EXT
Comment Aluminium foil package
29 Number 1.3.44
Title Auxiliary/Medical Devices
Element m1-3-4-4-amd
Directory m21/tw/13-labart/134-art/1344-amd
File m1/tw/13-labart/134-art/1344-amd/amd-VAR.EXT
Comment Auxiliary/Medical Devices
30 Number 135
Title Reference Labeling
Element m1-3-5-reflab
Directory m1l/tw/13-labart/135-reflab
File m1/tw/13-labart/135-reflab/reflab-VAR.EXT
Comment Reference Labeling.
31 Number 1.3.6
Title Product Appearance
Element m1-3-6-proapp
Directory m1/tw/13-labart/136-proapp
File m1l/tw/13-labart/136-proapp/proapp-VAR.EXT
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Comment Product Appearance
32 Number 1.4
Title Certificate/License
Element m1-4-lic
Directory m/tw/14-lic
File ml/tw/14-lic/lic-VAR.EXT
Comment Certificate/License.
33 Number 141
Title Pharmaceutical Company Certificate
Element m1-4-1-pharmalic
Directory m2l/tw/14-lic/141-pharmalic
File ml/tw/14-lic/141-pharmalic/pharmalic-VAR.EXT
Comment Pharmaceutical Company Certificate. (Mandatory)
34 Number 1.4.2
Title Business Registration or Certificate
Element m1-4-2-busilic
Directory m1/tw/14-lic/142-busilic
File m1/tw/14-lic/142-busilic/busilic-VAR.EXT
Comment Business Registration or Certificate. (Mandatory)
35 Number 1.4.3
Title Product License
Element m1-4-3-prodlic
Directory m2l/tw/14-lic/143-prodlic
File ml/tw/14-lic/143-prodlic/prodlic-VAR.EXT
Comment | product License.
36 Number 144
Title Local Manufacturing Certificate
Element m1-4-4-locmanuflic
Directory m2l/tw/14-lic/144-locmanuflic
File m1/tw/14-lic/144-locmanuflic/locmanuflic-VAR.EXT
Comment Local Manufacturing Certificate.
37 Number 145
Title GDP Approval Letter
Element m1-4-5-gdpappro
Directory ml/tw/14-lic/145-gdpappro
File m1/tw/14-lic/145-gdpappro/gdpappro-VAR.EXT
Comment GDP Approval Letter.
38 Number 15
Title Letter of Authorization
Element m1-5-letauthor
Directory m1/tw/15-letauthor
File m1/tw/15-letauthor/letauthor-VAR.EXT

58




Comment

Letter of Authorization.

39 Number 1.6
Title Reference Country Approval
Element m1-6-refcountryappro
Directory m2l/tw/16-refcountryappro
File m1l/tw/16-refcountryappro/refcountryappro-VAR.EXT
Comment Reference Country Approval.
40 Number 1.6.1
Title Certificate of Pharmaceutical Product
Element m1-6-1-pharmaprodcerti
Directory m1/tw/16-refcountryappro/161-pharmaprodcerti
File m1l/tw/16-refcountryappro/161-pharmaprodcerti/pharmaprodcerti-VAR.EXT
Comment Certificate of Pharmaceutical Product.
41 Number 1.6.2
Title Free Sale Certificate / Official Fomulary
Element m1-6-2-salecerti
Directory m2l/tw/16-refcountryappro/162-salecerti
File m1l/tw/16-refcountryappro/162-salecerti/salecerti-VAR.EXT
Comment Free Sale Certificate / Official Fomulary.
42 Number 1.7
Title Formulation Basis
Element m1-7-formulbase
Directory m21/tw/17-formulbase
File m1/tw/17-formulbase/formulbase-VAR.EXT
Comment Formulation Basis.
43 Number 1.8
Title GMP Certificate / Approval Letter
Element m1-8-gmpcerti
Directory m1l/tw/18-gmpcerti
File m1/tw/18-gmpcerti/gmpcerti-VAR.EXT
Comment GMP Certificate / Approval Letter.
44 Number 1.9
Title Bridging Study Evaluation
Element m1-9-bridgevalu
Directory m1/tw/19-bridgevalu
File m1/tw/19-bridgevalu/bridgevalu-VAR.EXT
Comment Bridging Study Evaluation.
45 Number 1.10
Title Local Clinical Study Status
Element m1-10-locclinicalstudy
Directory m1/tw/110-locclinicalstudy
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File m21/tw/110-locclinicalstudy/locclinicalstudy-VAR.EXT
Comment Local Clinical Study Status.
46 Number 1.11
Title Local Bioavailability / Bioequivalence Study Status
Element m1-11-lochabestudy
Directory m1/tw/111-locbabestudy
File m1l/tw/111-locbabestudy/locbabestudy-VAR.EXT
Comment Local Bioavailability / Bioequivalence Study Status.
47 Number 1.12
Title Contract Manufacturing
Element m1-12-contractmanuf
Directory m1l/tw/112-contractmanuf
Comment Contract Manufacturing. (files are not allowed)
48 Number 1.12.1
Title Application Form for Contract Manufacture
Element m1-12-1-contractmanufform
Directory m1l/tw/112-contractmanuf/1121-contractmanufform
File m1/tw/112-contractmanuf/1121-contractmanufform/contractmanufform-
VAR.EXT
Comment Application Form for Contract Manufacture.
49 Number 1.12.2
Title Copy of Contract Manufacturing Agreement
Element m1-12-2-contractmanufagreementcopy
Directory m1/tw/112-contractmanuf/1122-contractmanufagreementcopy
File m1/tw/112-contractmanuf/1122-
contractmanufagreementcopy/contractmanufagreementcopy-VAR.EXT
Comment Copy of Contract Manufacturing Agreement.
50 Number 1.12.3
Title Description of Contract Manufacturing Process
Element m1-12-3-contractmanufprodecrip
Directory m1/tw/112-contractmanuf/1123-contractmanufprodecrip
File m1/tw/112-contractmanuf/1123-
contractmanufprodecrip/contractmanufprodecrip-VAR.EXT
Comment Description of Contract Manufacturing Process.
51 Number 1.13
Title Risk Management Plan
Element m1-13-riskmanagplan
Directory m21/tw/113-riskmanagplan
File m1/tw/113-riskmanagplan/riskmanagplan-VAR.EXT
Comment Risk Management Plan.
52 Number 1.14
Title DMF Approval Letter
Element m1-14-dmfletter
Directory ml/tw/114-dmfletter
File m2l/tw/114-dmfletter/dmfletter-VAR.EXT
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Comment DMF Approval Letter.
53 Number 1.15
Title Designation Approval Letter
Element m1-15-desigapproletter
Directory m2l/tw/115-desigapproletter
File m1l/tw/115-desigapproletter/desigapproletter-VAR.EXT
Comment Designation Approval Letter.
54 Number 1.16
Title Assessment Report from Reference Agency
Element m1-16-refagenassessreport
Directory m1l/tw/116-refagenassessreport
File m1/tw/116-refagenassessreport/refagenassessreport-VAR.EXT
Comment Assessment Report from Reference Agency.
55 Number 1.17
Title Others
Element m1-17-others
Directory ml/tw/117-others
File m1/tw/117-others/others-VAR.EXT
Comment Others.
itz t TWeCTD M1 checksums i&

TWDTD %=: TWeCTD-R1

DTD Checksum &

tw-regional.dtd

059d3afda67c5e2f0a75¢c95c035b6¢8f

tw-envelope.mod

6b434f174e558f53242342a53769ce2a

tw-leaf.mod

f3a2621f1a32a2c60b9cdf61d70ff970

tw-regional.xsl

€59f2721841fb854b0642663ch97b761

1 F

#

1.101 # 7 % 24 p ¥ s 3 % 1011405725 5. 2> 2

2.101 # 10 * 15 p ¥4 & F % 1011408090 5% = 4

3.102 # 10 * 18 p "y v F % 1021452529 5. = £

4,102 # 10 * 25 p R4z a F % 1021453148 5 = 2

5,109 # 11 * 19 p w4 & F % 1091410000 5% = 2
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6. ICH eCTD Electronic Common Technical Document Specification
V3.2.2

7. Specification for Submission Formats for eCTD v1.2

8. ICH electronic Common Technical Document - eCTD v3.2.2
Specification and Related Files
https://ich.org/page/ich-electronic-common-technical-document-ectd-
v322-specification-and-related-files

9. EU eCTD Module 1 Specification
http://esubmission.ema.europa.eu/eumodulel/index.htm

10 EU Module 1 eCTD Specification version 3.0
http://esubmission.ema.europa.eu/eumodulel/docs/EU%20M1%20eCT

D%20Spec%20v3.0.pdf

11. US- The eCTD Backbone Files Specification for Module 1
https://www.fda.gov/media/76776/download
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